COOTBETCTB

OBIIASI XAPAKTEPUCTHKA JI KAP(‘ﬂmﬂqﬁom—n FﬁAPA’*"A

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

HepmogeitT, 0,05 %, kpeM 111 HapyKHOTO IPUMEHEHMUS.

2.  KAYECTBEHHBIN M KOJIMYECTBEHHbIN COCTAB
JleiicTByromiee BEIeCTBO: KI0OeTa3oll.
Kaxnpie 100 r kpema copepsxat 0,05 r knoderazona (B BUie MpONHOHATA).

BcrnomorarennHbIe BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npernapara: MpoIuICHTJTUKOIIb, IETOCTEApUIIOBBIN CIIUPT, XJIOPOKpe301 (cM. pazaen 4.4).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
KpeM a5 HapyKHOr0 IPUMEHEHUS.

Msirkuii 6enblii WM MOYTH OeJIbIi MOTyIpO3paYHbIil KpeM.

4. KJIMHUYECKUE JTAHHBIE
4.1. Tloka3aHusi K IPUMEHEHHUIO

KnoGera3on sBnsercs O4YEHb CHIIBHBIM TJIIOKOKOPTHUKOCTEPOMIOM, KOTOPBIM IOKa3zaH [yl
KPaTKOCPOYHOTO JICUCHUsI CHUMIITOMOB BOCMAJICHUS W KOXXHOTO 3ylJa MpH JepMaTo3ax,
t-IYBCTBI/ITG.HBHBIX K TepaHI/II/I FJIIOKOKOpTI/IKOCTepOI/II[aMI/I, nu HpI/I HCBOCHpI/II/IM‘II/IBOCTI/I K MCHCECC
CUJIBHBIM FJIIOKOKOpTI/IKOCTepOI/I,Z[aM (,Z[J'I}I B3pOCJ'II>IX, JINII TIOKUJIOTO B03paCTa n ,Z[eTeﬁ CTapH_Ie
1 roma):

* 1copua3s (MCKIItoYasi IIMPOKO PACIPOCTPAHEHHBIH OJIAIICYHBIN 1Tcopuas);
* JI€pMaTo3bl, TPYIHO MOJAIOLIUEC JICUCHHUIO;

* KpAaCHBIU IIJIOCKUH JIMILIAN;

* JUCKOHWJHAs KpacHas BOJIYaHKA;

e gnpyrue  3a0ojeBaHHS  KOXH, YCTOWYMBBIE K  Tepalud  MEHee  CHJIbHBIMU

[IIIOKOKOPTUKOCTEPOUIAMHU.
4.2. Pexum 103MpOBaHMS U CIIOCO0 NPUMEHEHUSs

PexxuM 103upoBaHus

Kpem pekomen1yeTcst IpUMEHSTh MPU MOPAKEHUSIX KOXKHU, COMPOBOXKIAIOIINXCI MOKHYTHEM.
B3pocnvim, nuyam nosxcunoeo eospacma u oemam cmapuie 1 2ooa

[Ipenapar JlepMOBEUT caeayeT HAHOCUTh TOHKHM CJIIOEM M OCTOPOXKHO BTHUPATh, MPUMEHSS B
MHUHUMAJIbHBIX KOJIMYECTBAX, JOCTATOUYHBIX I MOKPBITHS BCETO MOPAXKEHHOTO y4acTKa, OJHH

HJIK 1Ba pa3a B CYTKH OO0 YJIYYIICHHUA COCTOAHUSA, 3aTCM CIICAYCT CHU3UTD YaCTOTY HAHCCCHU S NI
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

OCTaBUTb HAa JOCTATOYHOC BPEMs IJId BIUTHIBaAHUA NIEPET] HAHCCCHUEM CMATYAIOIICTO CPEACTBA.

Jnst mpenynpexaeHns 000CTPEHUM KOXKHBIX 3a00JIEBaHUI TMPOBOJAT KOPOTKHE (TIPEPHIBUCTEHIE)
KYpCBHI JIeUeHUs MpenaparoM JlepMOoBENT.

[Ipu Gosee CTOMKHUX MOPAKEHHUSIX, OCOOCHHO MPU HAIMYUHU THIIEPKEpaTo3a, ACHCTBUE Kpema JJis
Hapy»XKHOro MpUMeHEeHHUs JlepMOBEHT mpu HEOOXOJUMOCTH MOKET OBITh YCHJICHO IIyTeM
HAJIOKEHHSI OKKJITIO3MOHHON MOBS3KM M3 MOJIMATHIICHOBOW IJIEHKU Ha MecTO jedeHus. OObIYHO
JUIsL  TIONlyYeHUs  yAOBJIETBOPUTEIBHOIO OTBETa JOCTATOYHBIM  SIBISIETCS — HAJIOKEHUE
OKKJTIO3MOHHOM MOBS3KM Ha HOYb. B nanbHeiiem ynyumienne 0ObIYHO YIaeTcsl MOAAepKUBATh C
MOMOIIbIO0 HAaHECEHHUsI ITpenapaTa 0e3 MOBSA3KH.

Ecnu B TeueHue 2—4 Helenb COCTOSIHME YXYAIIAETCS WM HE YIIYy4YIIAETCs, CIEeIyeT MPOBECTU
MOBTOPHYIO OLIEHKY TMarHo3a U JICYEHUSI.

JleyeHune He MOKHO MPOAOIDKAThCS Oonee 4 Hexenb. Eciim HeoOX0auMO MPOIOIKHUTH JICUCHHE,
clenyeT IPUMEHSATh MEHEe CUITLHBIN Tperapar.

MakcumaliibHas 103a He HO0JKHA NpeBbIaTh SO T KpeMa B HEAEINIO.
Amonuueckuti depmamum (3K3ema)

Jleuenne mpenaparoM J[epMOBEHT cleayeT MOCTEIIEHHO OTMEHSTh TTOCIIE IOCTHKEHUST KOHTPOJIS
HaJ 3a00J1€BaHNEM, a JICUCHHUE CMATYAIOIINM CPEACTBOM JOJIKHO OBITH MPOOJIKEHO B KAYECTBE
MOJAEP>KUBAIOIIEH TEpPaAITHH.

Pe3kass orMena mnpenaparta JlepMOBEUT MOKET NPUBOAUTH K PEUUIMBY pPaHEE HMEBIIMXCS
JI€PMaTO30B.

ﬂepMGMOS‘bl, mpy()HO nodda;ou;uecg Jle4eHUr0. nayueHnisvl ¢ 4acmuvimu peuu()uea/wu 3abonesanus

B cnyuae octporo 3a0oneBaHus, Kak TOJBKO OyJIEeT TOCTUTHYT 3P PEKT OT HEMPEPHIBHOTO Kypca
JedeHust TpenapaTtoM J[epMOBEHWT, MOXXET OBITh PacCMOTPEHa BO3MOYKHOCTH IPEPBIBHCTOTO
pUMEHEHHUs Tpenapara (OJWH pa3 B CYTKH, JIBa pa3a B HEJENI0, 0€3 OKKIIFO3MOHHOM MOBSI3KH).
[Tokazano, uTo Takoe JieueHue 3GHEeKTUBHO CHUKACT YACTOTY Pa3BUTHUS PEIIUINBOB.

Hanecenue npenapata J0KHO ObITH MTPOJOJIKEHO HAa BCE paHee MOPAKEHHbIE YYACTKU KOKU WU
Ha M3BECTHbIE O0JIACTH MOTEHUUATbHOIO 00OCTpeHusa. Takas cxema NpPUMEHEHHUS JOJKHA
COYETaThCsI C PYTUHHBIM €KEHEBHBIM IPUMEHEHUEM CMSTUAIOUX cpeAcTB. CiaenyeT IpoBOAUTH
PEryJISIpHYIO OLIEHKY COCTOSTHUS, a TAaK)KE€ MOJIb3bI U PUCKA OT MPOJOHKEHUS JICUCHUSI.

Oco0bIe I'pynIbl TanMEHTOB

Hauuenmw NnOJ2HCUTIOC0 803pacma

Kimmandeckue uccie0BaHus He BBIIBUIN Kakue-TH00 pa3nndus B 3((HEKTHBHOCTH Iperapara y
MOXKUJIBIX M 00JIee MOJIOJIBIX MAIlMCHTOB. boJiblas paclpoCTPaHEHHOCTh CHIDKEHHOW (DYHKIIMN
MEYCHH WU TI0YEK y TAI[MCHTOB ITOXHJIOTO BO3pacTa MOXKET MPHUBOJIUTH K 3aMEIJICHHUIO
BBIBEJICHHS Mperapara B Cliydae ero CHCTeMHO# adbcopOmu. CrieioBaTeIbHO, pernapaT J0DKEeH
MPUMEHSITHCS B MUHUMAJIBHOM KOJIMYECTBE U B TEUCHHE KaK MOXKHO 00Jiee KOPOTKOTO IEepHoia
JI0 TOCTHKEHUS HEOOXOAMMOT0 KIMHUYIECKOTO A deKTa.
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(NOCNEQCBATENEHOCTE 0007)

Tayuenmul ¢ Hapywenuem OyHKyuu novex u/uny neyenuy

B ciygae cuctemHuoit abcopOiuu npemnapata (Ipu HAHECEHUU Ha OOIIMPHBIE TTOBEPXHOCTH KOXKH
B TCUCHHE MPOJOJDKUTEIHHOTO TEpUOJa) €ro METadONM3M U BBIBEJICHHE MOTYT 3aMeIISIThCS,
NPUBOJIS K MOBBIIIEHHOMY PUCKY Pa3BUTHs CUCTEMHBIX MOOOYHBIX 3P dekToB. CiieqoBaTebHO,
npernapar JI0DKEeH MPUMEHSThCSI B MUHUMAJIbHOM KOJMYECTBE M B TEUECHHE KaKk MOXKHO OoJjee
KOPOTKOTO TIEPHO/IA, 10 JOCTHKEHUSI HEOOXOIUMOTO KIIMHUYECKOTO d(dekTa.

IIpumenenue 6 obnacmu ruya

[Ipumenenne B o0nacTH JMIlA HEXKEJIATEIBHO, TaK Kak 3Ta 00JlacTh Oojee BOCIPUUMYHUBA K
aTpOPHUECKUM HU3MECHEHUSIM.

Kpr JICYCHUA JOJKCH OrpaHUYUBATHLCA, €CJIM 5TO BO3MOXHO, IIATBIO THAMMU.
OKKITFO3MOHHBIE TTOBS3KH HE AOJIKHBI IPUMCHATHCS.
CTH

[Ipenapar JlepMOBENT, KpeM ISl HAPYKHOT'O IPUMEHEHMS, IPOTUBOIIOKA3aH y AETEN B BO3pACTE
no 1 rona.

VY nereit 60nee BEPOSITHO Pa3BUTHE MECTHBIX W CUCTEMHBIX MOOOYHBIX d(PPEKTOB MpH Teparmuu
TIIIOKOKOPTUKOCTEPOUAAMHU Ui HApY>KHOTO TPHUMEHEHUs, W, KaK IPaBHIIO, UM TpeOyeTcs
npoBe/ieHue 0oJiee KOPOTKMX KYPCOB JICYCHHUS C UCTIOIH30BAHUEM MEHEE aKTUBHBIX CPEJICTB, YeM
Y B3POCITBIX.

Crnenyet co0moaaTh OCTOPOKHOCTD MPHU UCIIOIB30BAaHUU TIpemnapaTa JlepMOBEUT y AeTei, 4ToObI
o0ecrieunTh HaHECEHHWE TMpenapara B MHHUMAaJIbHOM KOJIMYECTBE, OOECIEUHBAIOIIEM
TepaneBTUYECKHUI YPHEKT.

Kypc nedenus y aereii 1okKeH OrpaHUYMBATHCS, €CIIU 3TO BO3MOXKHO, IATHIO JHAMU; TpeOyercs
HaOJI0/IeHUE Y Bpaua He peke OJHOr0 pas3a B HEJEeINIo.

OKKITFO3MOHHBIE TTOBS3KH HE AOJIKHBI IPUMCHATHCS.

Croco0 IIpuMeHeHus

HapyxHo. Bo3M0XHO UCIIOJIb30BaHNE OKKITFO3MOHHOM MOBSI3KH.
4.3. IIporuBomokazaHusi

e [unep4yBCTBUTEIBHOCTh K KJIOOETa30Ja MPOMMOHATY WM K JIIOOOMY M3 BCIIOMOIaTENIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeine 6.1;

e HeJeueHble MH(DEKIINU KOXKY;

® pPO30BBIC yIpu (po3ayea);

® aKHe;

® [IEPUOPAIIBLHBIN JEPMATHUT;

® KOJKHBIN 3yJl B OTCYTCTBHE BOCIAJIECHHUS;

e [IepUAHAJIbHBIN U N'€HUTAIbHBIN 3y,
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COOTBETCTEYET
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SKCNEPTHOMY OTUYETY

e JieTckuii Bo3pact 1o 1 rona;
® [IEpHUOJ I'PyAHOI'0 BCKapMIIMBAHUS.
4.4. OcoOble ykazaHHMs U Mepbl IPEJOCTOPOKHOCTH NIPH NPUMEHEHHH

C 0CTOPOKHOCTBLIO

o [loBbllicHHAas MECTHAash YyBCTBUTEIBHOCTh K TIIOKOKOPTUKOCTEPOUIAM WM K IJOOOMY
BCIIOMOTaTeJIbHOMY BEILIECTBY, BXOSIIEMY B COCTaB Mpernapara (nepeurcieHsl B pazaene 6.1);

® JICOpHas;

e nerckuii Bo3pact ot | roxa no 18 ner.

MecTHbI€ peakllMi NOBBILIEHHON YyBCTBUTEIBHOCTH (CM. pa3zein 4.8) MOTryT UMETh CXOJCTBO C

CUMIITOMaMH MPOTCKAIOIICTO 3a00JIeBaHUs.

Y HEKOTOPBIX JIUI] B PE3yJIbTATE MOBBIIICHHON CUCTEMHOM a0COpPOLIMHU TIIFOKOKOPTUKOCTEPOUIOB
JUIsL HApy>KHOT'O INPUMEHEHUS MOTYT BO3HUKAaTh NPOSBICHUS THMIEPKOPTHULM3MA (CHHIPOM
Wnenko—Kymmara) u obparuMoe yrHeTeHHE THUIOTAIaMO-THIO(PU3aPHO-HAAIOYEYHUKOBOM
CHUCTEMBI, BEAyllee K Ppa3sBUTHIO TINIIOKOKOPTHKOCTEPOMIHOW HexocraToyHocTh. Ecmm
HaOroAaeTcs 1000€ U3 BhIIICYKa3aHHbBIX HapYIIEHUH, ClIeAyeT OTMEHHTD Mpenapar, IOCTEIEHHO
YMEHbIIIAs YaCTOTy €TI0 HAHECEHMs], MJIM 3aMEHUTh MEHEE CHJIBHBIM TNIFOKOKOPTHKOCTEPOUIOM.
Pe3koe mpekpaimieHue JIe4eHHsT MOXKET IPUBECTH K Pa3BUTHIO TIIOKOKOPTHKOCTEPOUIHON
HEJI0OCTaTOYHOCTH (CM. pa3zaen 4.8).

K  d¢akropam pucka ycuieHHST  CHUCTEMHBIX A(PGEKTOB  OTHOCATCSA:  aKTUBHOCTH
TIIIOKOKOPTUKOCTEPOUIa M COCTaB JIEKAPCTBEHHOTO Tperapara JUisi Hapy>KHOTO TPUMEHEHUS,
IPOJIOJDKUTEIBHOCTh TPUMEHEHUS, HAHECEHHWE IIpernapara Ha OOIIMPHbIE YYaCTKU KOXH,
NPUMEHEHHE B 3aKPBITHIX 00JACTAX KOXU (Hampumep, Ha Y4acTKax C OIpPENOCThI0 WM IO
OKKJTFO3MOHHOW TOBSI3KOM (NENIEHKM M TOATY3HMKH Y MIIQJCHIEB MOTYT HIpaTh pOJb
OKKJTFO3MOHHOM TOBSI3KH)), TIOBBIIICHHOE YBJIAKHEHNUE POTOBOTO CJIOSI KOXKH, HCIIOJIB30BaHUE Ha
00J1acTAX C TOHKOM KOXEH, TakuX, KaK JIMIO0, HAHECEHHE Ha MOBPEKACHHYIO KOXY WIH IpH
JPYTUX COCTOSIHUSIX, KOTOpPBIE MOTYT COIPOBOXKIATbCS HApPyIIEHHEM LEIOCTHOCTH KOXXHOTO
6apnepa. [lo cpaBHEHHMIO CO B3pPOCIBIMH y JI€TEH M MIJIaJCHIIEB MOXKET OTMEUYaThCsl OOJbIIast
CTeNeHb a0COpOIUM TIIOKOKOPTUKOCTEPOUIOB Uil HAPYKHOTO NPHUMEHEHHs, B CBA3H C 4YeM
JTaHHasE KaTeropHs MAaIMEeHTOB Oojiee MOABEpKEHA PHUCKY DPA3BUTHUSA CHCTEMHBIX MOOOYHBIX
3pdeKxToB. DTO 00YCIOBICHO TEM, YTO JIETH HUMEIOT HE3peNblii KOXKHBIA Oapbep M Oosbliee

3HAYCHHUC OTHOIICHUSA IJIOIIAANW NOBECPXHOCTHU TCJIa K MACCC TCJIa MO CPABHCHUTIO CO B3POCIIbIMHU.

[TaneHThl, UCTIONB3YIONINE CUCTEMHBIC H/HIIU MECTHBIE TTIOKOKOPTUKOCTEPOUIBI, COOOIIAIH O
HapylmeHusXx 3peHus. Ecnm y manmeHta HaOMIOaeTcss HEYETKOCTh 3pEHHsl WU JIpyrHe
3pUTEIIBHBIC HAPYILIECHMUs], CIIEYET PACCMOTPETh BAPUAHT OLIEHKU BO3MOKHBIX IIPUYMH, KOTOPBIE

MOTYT BKJIFOYaTh KaTapakTy, [J1ayKOMY HMJIU LEHTPAIBHYIO CEPO3HYIO XOPHOPETUHOINATHIO.

IIprnMeHeHne Ipu IIcopuase

IIpn nedeHnn ncopuasa IIIIOKOKOPTUKOCTEPOUABI I HApPY)KHOIO IPUMEHEHUS CIENyeT

IPUMEHATh C OCTOPOXKHOCTBIO, TOCKOJBKY B HEKOTOPBIX CIIydasx OBUIM 3aperucTpUpPOBAHBI
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 13.08.2024 N2 1'""

nac =1 00071
PEIUIUBEI 336OJ'IeBaHI/ISI, Pa3BUTHUEC TOJCPAHTHOCTHU IE _IIp Jl_:IV T%E&J-l “BO H'I/IKHOBGHI/ISI

reHepaIM30BaHHOIO MYCTYJIE3HOIO IICOPUa3a U pa3BUTHE MECTHBIX MJIM CUCTEMHBIX TOKCUYECKUX
peakuuii BCIIEACTBUE HapylleHHs] OapbepHOW (YHKIMHM KOXH. [Ipyn nmpuMeHeHUH Ui JIeUeHUs
1Icopua3a BaKHO BHUMATEIbHOE HAOJI0OICHHUE 3a MTallEHTOM.

ConyTcTBYOIIas I/IHd)eKI_[I/IH

[lpy mnpucoeaVHEHWUH BTOPHUYHOW WH(MEKIUU CIemayeT TPOBOAWTH COOTBETCTBYIOUIYIO
aHTHOaKkTepuanbHylo Tepanuioo. [lpum m0OBIX TpH3HAKaX pPACIpPOCTPAHEHHS WHQEKIUH
HEOOXOIMMO TPEKPAaTUTh HApPYKHOE TPUMEHEHUE TIIOKOKOPTHKOCTEPOHUIOB M IPOBECTH
COOTBETCTBYIOIIIEE JICUCHUE aHTUOAKTEPHATIHLHBIMHE ITPETIapaTaMH.

Puck pa3sutus I/IHd)eKHI/II/I IIPpH OKKJIIO3HUHU

Terble BIaXKHBIE YCIOBHS B CKIIQJKaX KOXH, a TAK)KE YCIOBHS, CO3[JaBaeMbIe MPH HAIOKECHUH
OKKJIFO3MOHHOM  TIOBSI3KH, CIIOCOOCTBYIOT pa3BUTHIO OakTepuaibHOW wuH(pekuun. [lpu
UCTIOJIb30BaHUHU OKKIJIFO3HOHHOHM TIOBSI3KH CIIEAYET OYMIINATh KOXY Tepe/] HaI0KEHHUEM HOBOM
TIOBSI3KH.

XpOHHYECKHUE I3BEI TOJICHEN

[ TIOKOKOPTUKOCTEPOU LI JIJII HAPY)KHOTO TPUMEHEHUS B PSJIC CIy4acB HCIOIB3YIOTCS IS
JICYCHHS JIEpMaTHUTa BOKPYT XPOHUUYECKHX 53B TojeHed. OIHAKO Takoe MPUMEHEHHE MOMKET
CONIPOBOXKAATHCA MMOBBIIIIEHHOM JacTOTOM BO3HHUKHOBEHHUS MECTHBIX peaxkuuit
TUTIEPUYYBCTBUTEIIPHOCTH W TTOBBIIICHHBIM PUCKOM Pa3BUTHS MECTHBIX WH(DEKITUH.

HaneceHnue Ha KOXY JHIIA

Hanecenue Ha KOXY JIMIa HCXKCIIATCIIbHO, TAK KaK JaHHAA o0Jracth Oosee MMOABCPIKCHA PA3BUTUIO

aTpoUIECKUX U3MEHECHUN.
[Tpu HEOOXOAMMOCTH HAHECEHUS HAa KOXKY JIUIA JICYCHHUE CIIeIYET OTPAHUYHTh MATHIO THSIMHU.

HaHnecenue Ha Bexu

[Ipu HaHeceHMHM Ha BEKHM HEOOXOIUMO COONIONATh OCTOPOXKHOCTb, YTOOBI MHPEAOTBPATUTH
NOTaJiaHue Tpenapara B I71a3a, MOCKOJIBKY B pe3yJbTaTeé MHOTOKPATHOTO BO3JCHCTBHS MOTYT
pa3BUBATHCS KaTapakTa U riaaykoma.

[Ipu ciydaitHOM MomnajaHuy Mpernapara B riia3a He00X0AMMO OOMIBHO IPOMBITh UX BOJIOM.

BcrmoMorarenbHBIE BEIIECTBA

[Ipenapar JlepMOBEUT CONEPIKUT:
. MPOMWICHTIIUKOJb, KOTOPBIA MOXET pa3Apa’kaTh KOXKY;

o LETOCTEAPUJIOBBIN CIMPT, KOTOPBIH MOJKET BBI3bIBATH MECTHBIE KOJKHBIE DPEaKLUU
(HanpuMep, KOHTAKTHBIN JepMaTuT);

o XJIOPOKPE30J1, KOTOPBIN MOKET BBI3BIBATH AJNIEPTUUECKUE PEAKLINH.

[Ipenapar {epmoBe#T B dopMe Kpema Ijisi HAPYKHOTO MPUMEHEHHUS COMCPKHUT mapaduH wim
napaduHCOAEpKAIINEe BCIIOMOTATeIbHBIC BelIeCTBA. TKaHb (OmekIa, IOCTEIbHOE Oelbe,

MIEPEBSI30YHBIC MATECPHUAIIBI), HAXOAIIASCS B KOHTAKTE C MPENapaToM, BO3ropaeTcsi HAMHOTO Jierde
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U SBISETCA ToKapoornacHo. CTuUpka OJekKIbL K noglrenslxlé "%enTLEﬂﬁ TTv'M'e {HUTE

coJiepKaHue B HUX Mpernapara, HO He y/aJseT ero MOJHOCTbIO.

BBugy pucka momydeHWs CHJIBHBIX OXOTOB B Cllydae BO3TOpAaHMS TKAaHM TP TaKUX
00CTOATENBCTBAX, HEOOXOMUMO TIPEIYIPEINTh MaIlMEeHTa 00 OMACHOCTU KypEeHHs U HAXOXKICHUS
BOJIM3U OTKPBITOTO OTHSI.

CTH

[To BO3MOXXHOCTH cienyeT Hu30eratb JIe4eHHsI TIIOKOKOPTHUKOCTEPOUIAMHU [UIsl HapyKHOTO
NPUMEHEHHUS B TEYEHHE MPOJOJDKUTENBHOIO BpeMeHH y Jerei muamme 12 mer, Tak Kak
JUINTETIbHOE Hapy>XHO€ TPUMEHEHHE TIIIOKOKOPTUKOCTEPOHUIOB MOXET BbI3BATh YTHETCHHE
GYHKIIUN HAIMOYEYHUKOB.

VY nereii yaimie, yeM y B3pOCIBIX, BOZHUKAIOT aTpOPUUECKHEe U3MEHEHHUS KOXXKH MPU HAPYKHOM
MPUMEHEHUHU TIIOKOKOPTUKOCTEPOUAOB. B ciyyae HazHaueHHs ki100eTazona MponuoHarta JIeTsIM
KypC JICUEeHHUS JOJKEH OIpaHUYMBATHCS MATHIO THAMU, TpeOyeTcs JTuHaAMHYecKoe HaOII0eHIE Y
Bpaua, HO He pexe OJHOro pa3a B Hejaemto. OKKIII03MOHHBIE MOBA3KU HE TOJIKHBI TPUMEHSITHCS.

4.5. B3aumojeiicTBue ¢ JAPYrHMH JIEKAPCTBEHHBIMHM IMpenapaTaMd M Jpyrue BHAbI
B3alMOeliCTBUSA

[ToxazaHo, YTO OJHOBPEMEHHOE TMPUMEHEHUE I[pernaparoB, CIOCOOHBIX WMHTHOMPOBATH
n3opepment CYP3A4 (Hampumep, pUTOHABHP M MTPAKOHA30J), YTHETAaeT METa0OIU3M
[IIOKOKOPTUKOCTEPOUIOB, TPUBOAS K TMOBBIIICHUIO WX CHCTEeMHOM »sKcno3unuu. CTeneHb
KJIMHUYECKON 3HAYUMOCTH JAHHOTO B3aMMOJEWUCTBUS 3aBUCUT OT J03bI U CIIOCO0A MPUMEHEHUs
TJTFOKOKOPTUKOCTEPOUIOB ¥ aKTUBHOCTH MHTHOUTOpa n3odepmenta CYP3A4.

4.6. @epTWIBHOCTb, 0€PEMEHHOCTD W JIAKTAIIUS
bepeMeHHOCTh
JlanHble 0 MpUMEHEHUHU KJ100eTa3osa y O0epeMEHHBIX KEHIIUH OTPaHUYEHBI.

Hapy»xHoe npuMeHeHne riiroKOKOPTUKOCTEPOUIOB Y OEpPEMEHHBIX KUBOTHBIX MOKET BBI3BIBATH
HapyLICHUs Pa3BUTHSA TUI0a. 3HAUEHUE 3THUX JaHHBIX JJI YeJI0OBeKa He ObLIO YCTaHOBIICHO.

[Ipumenenue kiobera3osnia BO BpeMsi OEPEeMEHHOCTH BO3MOXKHO TOJBKO B TOM Cily4ae, €Clid
O’KHJIaeMasl T0JIb3a JIJIsl MaTEePH MPEBOCXOINUT MOTEHITUATBHBIN PUCK IS TIJI0/1A.

Crnemyer mpUMEHSITh MUHUMAIBHOE KOJMYECTBO Mperapara Ha MPOTSHDKEHUH MHUHUMAIBLHOTO
NeproJIa BpEMEHH.

JlakTamus
[IpumeneHue npenapara B IEPHUOJ] TPYAHOTO BCKapMIMBAHUS MPOTHBOIIOKA3aHO.

DepTUILHOCTE

JlanHble U1l OLIGHKH BIUSHUS IIIOKOKOPTUKOCTEPOMJIOB [UIsl HApY>KHOTO MPUMEHEHUS Ha
(bepTUIBLHOCTD Y UeIOBEKa OTCYTCTBYIOT.
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CTIApUBAHMIO, OJHAKO TPU MPHUMEHEHHH Tpenapara B CaMOW BBICOKOH 03¢ OBUIO OTMEYEHO
CHWKEHHUE (EePTHIIBHOCTH.

4.7. BuusiHMe HA CIOCOOHOCTH YNPABJATH TPAHCIMOPTHBIMHU CpPeICTBAMU M padoTaTth C
MeXaHHu3MaMH

HccnenmoBanusi MO W3YYEHUWIO BIMSHUS KiIoOeTa3ojla Ha CIIOCOOHOCTh K  YIPAaBJICHHUIO
TPAHCIIOPTHBIMH CPEJICTBAMH HITH paboTe ¢ MEXaHW3MaMH He TIPOBOAMINCH. Mcxomst u3 npodus
MOOOYHBIX peaKIMil KJI0OeTa3oia jisl Hapy>KHOTO MPUMEHEHUs, KaKoe-JIn00 HeOIaronpusITHOE
BJIMSTHAC HA TAKUE BHUIIBI ACATEIBHOCTH HE 0KHUIACTCSI.

4.8. HexenareJbHbIEe peakIuU

TabinuHOe pe3roMe HeKeIaTeIbHbIX DEAKITHA

HesxenarenpHble peakiiuy, IPeACTaBICHHbIC HIDKE, TIEPEUNCIICHBI B COOTBETCTBHHU C TOPAKEHHEM
OpPraHOB M CHCTEM OPTaHOB M YaCTOTOM BCTpedaeMOoCTH. YacToTa BCTPEUYaeMOCTH OTpEACIseTCs
cienyomuM odpazoM: oueHb yacTto (> 1/10), gacto (> 1/100, o < 1/10), Hewacto (> 1/1000, HO
<1/100), penxo (> 1/10000, vHo < 1/1000), ouens peaxo (< 1/10000), BkiIrouast OTACIbHBIC CITyYaH.

JlaHHBIE ITIOCTPETrUCTPAIIMOHHBIX HAOIFOICHUH

HUnghexyuu u unsazuu

OueHb penko: OMIMOPTYHUCTUYECKHE UHPEKIINU.

Hapywenus co cmopomnst ummyHnHot cucmemsi

OueHb penko: MOBBILIEHHAS YyBCTBUTEIbHOCTh, T€HEPAIN30BaHHAS ChIIb.
DOHOOKpUHHbIE HapYULeHUs.

OueHb penko: VTHETCHHE  THIIOTaJaMO-TUIO(U3apHO-HAIOYCYHUKOBOH  CHCTEMBI,
cuaapom Hunenko-KymuHra (CHHAPOM THIEPKOPTHIM3MA) (HAIpUMeED,
JTYHOOOpa3HOE JIUIO, OKUPEHHE IO LEHTPaJIbHOMY THITY), 3aJepikKKa
npuOaBKM MacChl Tella M/HMIIH 3a/lepKKa pocTa y JIeTed, OCTeornopos,
THITEPTIIUKEMHESI W/ WA TITFOKO3YPHS, TIOBBIIIICHHUE apTepUaNTbHOTO
JaBIICHWsI, TIOBBIICHHE MAacChl  Tella M OKUPEHUE,  CHIDKECHHUE
KOHIIEHTPAIMH YHIOTEHHOTO KOPTH30J1a, AJIOTEIHs, TIOMKOCTh BOJIOC.

Hapywenus co cmoponsl opeana 3penus
OueHb penko: KaTapakTa, HeHTpaJibHasl CEPO3HAsi XOPUOPETUHONATHS, TTIayKOMa.

Hapymeﬂuﬂ CO CNMOPOHbL KOJHCU U NOOKONCHBIX MKAHEL

Yacro: 3y[l, 9yBCTBO ¥KCHUS U/UIH O0JIE3HEHHOCTb.
Heuacro: MecCTHas aTpodust KOXKH™*, CTpUH*, TeJICaHTHIKTa3UN ™.
Odensb penko: HMCTOHYECHHE KOXKH*, MOPITUHUCTOCTH KOXKHU ¥, CyXOCTh KOXKHU*, U3MECHCHUE

MMATMEHTAUU ™, TUNEPTPUX03, YCYryOJICHHE CHUMIITOMOB 3a00JIeBaHMsI,
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[ICOpHUa3, HIpUTEMa, ChIllb, KPAIMBHHULIA, AKHE.
Obwue HapywieHus U peakyuu 8 mecme 66e0eHUs
OueHb peaKo: pazapakeHue u/uim 6071€3HEHHOCTh B MECTE HaHECEHHUSI.

*KosxHble MPOSIBICHUS BTOPUYHBI MO OTHOIICHHWIO K MECTHBIM W/MJIW CHUCTEMHBIM 3¢ deKTam
YTHETCHUS THITOTATaMO-THITIO(U3aPHO-HAIIIOYCYHHKOBOM CHCTEMBI.

COO6H_IGHI/IG O TOA03PEBACMBIX HEKCIJIATCIIbHBIX PCAKIINAX

Baxxno cooOmare 0 TMOA03pEBAaEMbIX HEXKENATENbHBIX pEaKUUsIX IOocie PEerucTpaluu
JIEKapCTBEHHOTO Tpernapara C Lelbio 00ecredeHns] HEMPEPbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a—pPUCK» JIEKAPCTBEHHOIo Ipemnapara. MenuuuHCKUM pabOTHUKaM PpPEKOMEHIyeTcs
coo0IaTh O JIOOBIX IO03PEBAEMbIX HEXKENIaTeNIbHBIX PEeaklusiX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHS O HeXeaTeIbHBIX PEaKLUIX rocyJapcTB — YJICHOB
EBpazuiickoro 3KOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

®denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)
Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

Ten.: +7 800 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecniy6nuka Kazaxcran

PI'TI va IIXB «HaumonaneHbiii LleHTp 3KCHEpTU3bI JEKAPCTBEHHBIX CPEACTB W MEIUIIMHCKUX
m3nenuit» Komurera wmemumuHCKOro u  ¢apMareBTUYECKOro KOHTPOJs MuHHCTEpCTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. UmanoBa, 1. 13

Ten.: +7 7172 235 135

OnekTponHas noyta: farm@dari.kz

Caiit: www.ndda.kz

Pecny6onmka benapychb

PecniyOnukanckoe  yHutapHoe mpennpustue  «LleHTp dIkcmepTM3 W UCOBITAaHUN B
3/IpaBOOXPaHEHUI

Anpec: 220037, r. Munck, nep. ToBapumieckui, a. 2a

Ten.: +375 17 242-00-29

@axc: +375 17-242-00-29

DnekTpoHHas rmoyrta: repl@rceth.by

Caiit: www.rceth.by

PecniyOnnka Apmenust
«HayuHblii TEHTp OSKCHEepPTH3bl JIGKAPCTB M MEAMIMHCKUX TEXHOJIOTHH WM. aKaJIeMHKa

D. I'abpuensna»y AO3T
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Anpec: 0051, r. Epesan, np. Komuraca, 49/5 (MOCHELOBATENBHOCTEL 0007)

Ten.: +374 60 83-00-73, +374 10 23-08-96, +374 10 23-16-82
dakc: +374 10 23-21-18, 23-29-42

[opstuast muams: +374 10 20-05-05, +374 96 22-05-05

Omoen 0bwux u HeuwHux cessetl

OnekTpoHHas nmovra: admin@pharm.am

Omoen MmoHumopuHrea 6e30nacHOCmuU 1eKApCcme

DneKTpoHHas 1moYTa: naira@pharm.am; vigilance@pharm.am
Caiit: http://www.pharm.am

4.9. Ilepeno3upoBka
CuMIOTOMBI

[Ipenapar [lepMoBEUT mpu HApy>KHOM MPUMEHEHHUU MOXXET a0COpOMpOBATHCS B KOJUYECTBAX,
JOCTATOYHBIX JJISi TOrO, YTOOBI BBI3BAaTh Pa3BUTHE CUCTEMHBIX 3(dexToB. Pazpurue octpoii
NEepeo3UPOBKM  MajoBepoaATHO. OpHako B clOydae XpOHUYECKOW TMepeo3UpOBKH WU
HENpPaBWJIBHOTO NpHUMEHEHUs mpenapara JlepMOBEHT MOTYT  pPa3BUTHCA  CHMIITOMBI
TUTIEPKOPTHIIM3MA (CM. pazzaen 4.8).

JleueHue

B cnyuae mepeno3upoBKH mpernapar ciaeayeT OTMEHSATh, MOCTENEHHO YMEHbIIAas 4acTOTy €ro
HAHECEHMs WJIM 3aMEHsIs MEHEee CHJIbHBIM TJIIOKOKOPTHKOCTEPOUIIOM, MO HAOJI0IeHHEM Bpaya
BBU/]ly pUCKa BOZHUKHOBEHUS HAAMOYEUHUKOBOI HEJOCTATOUHOCTH.

JanpHeiiiee jedeHune cieayeT NPOBOJAUTh C YYETOM KJIMHUYECKON CUTYalUH.

5. ®APMAKOJIOTTYECKHUE CBOMCTBA
5.1. @®apmakoauHaMu4YecKue CBOMCTBA

dapmakoTepaneBTUYeCcKas TIpynmna: KOPTUKOCTEPOUAbl, MIpPHUMEHSEMble B JIEpPMaTOJIOTUH,
KOPTUKOCTEPOHUIBI C 0YEHBb BBICOKOHM aKTUBHOCTHIO (rpyrmma [V).

Kon ATX: DO7ADO1.

MexaHu3M IeHCTBUS

KnoOerazon — TIIOKOKOPTUKOCTEPOUJ JUISI HApYXKHOTO MPUMEHEHHUs, JAEUCTBYET Kak
IIPOTUBOBOCTIATIUTENILHOE CPEACTBO TOCPEACTBOM HECKOJIBKUX MEXaHHU3MOB HHTHOMpPOBaHUS
no3AHel ¢asbl auIepruyeckuxX peakluid, BKIIOYas YMEHbIICHHE IUIOTHOCTU TYYHBIX KJIETOK,
YMEHBIIIEHHE XeMOTaKCHUCa U aKTHUBALUU S03MHO(DUIOB, YMEHBIICHHE MPOIYKIUU IUTOKHHOB
auMGOLMTaMH, MOHOLIUTAMH, TYYHBIMH KIJIE€TKaMHU M 303MHO(UIAMH, a TakKe IOJaBIICHUE
MeTabonn3Ma apaxuI0HOBON KHCIOTHI.

dapmakoanaamMuyeckue dPpPeKTnl

['IOKOKOPTUKOCTEPOUIBI AJII HApY>KHOTO MPUMEHEHHUs 00JaJaloT MPOTHBOBOCHAIUTEIbHBIM,
MPOTUBO3YIHBIM U COCYIOCYKHBAIOIINM CBONCTBAMHU.
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(NOCNEOQCBATENEHOCTE 0007)

5.2. @apmakoknHeTH4YeCKHE CBOMCTBA

AOGcopOnus

[ TIOKOKOPTHKOCTEPOHIBI Ui HApPY>KHOTO MPUMEHEHHS MOTYT TOJBEPraTbCsi CHCTEMHOU
abcopOuu ¢ WHTAaKTHOM  370poBoM  Koku. CTemeHb  YPECKOKHOW  abcopOnum
TIIIOKOKOPTUKOCTEPOUIOB ISl HAapYXKHOTO TIPUMEHEHUSI OIpeneNsseTcss psaoM  (akTopos,
BKJTIOYasi OCHOBY JIEKAPCTBEHHOTO CPEJICTBA H IIETIOCTHOCTH MMUACPMATLHOTO Oapbepa. OKKITIO3HS,
BOCIIAJICHUE W/MJIM JPYTHE IaTOJOTHYECKHE IPOILECCHl CO CTOPOHBI KOXH TaKXKe CHOCOOHBI
YBEITUYNBATH YPECKOKHYIO a0COpOIHIO.

Cpennsis MakcuMaibHas KOHIGHTpamus kioOerazona B 1asMe (Cmax) 0,63 HI/MI B omgHOM
UCCJIEJIOBAHUU JOCTHUTanach yepe3 13 yacoB mocie MepBOro HAaHECEHMs U 4yepe3 8 4acoB Mmoclie
MOBTOPHOTO HAaHECEHMsI Ha 310poByl0 koxky 30r kimoOerazona B Bume 0,05 % mazu. Yepes
10 gacoB nocie HaHeceHus BTopoit 10361 (30 r) kioderazona B Bue 0,05 % kpema Cmax BelllecTBa
HE3HAYUTEJHbHO MpEBbIIIaja TaKOBYIO IpU MPUMEHEHUH Ma3u. B pyrom uccrienoBaHuu uepes
3 yaca nocie onHokparHoro HaHeceHus 25 1 0,05 % ma3u kio6eras3ona y HalMeHToB ¢ ICOPUa30oM
1 9Kk3eMOH Crax COCTaBIIAIA OKOJIO 2,3 HI/MII U 4,6 HI/MJI COOTBETCTBEHHO.

Buorpancdhopmarims

[Tocne abcopOumm yepe3 KOXKY IIIIOKOKOPTUKOCTEPOUIbI JJisi HApy)KHOTO IPUMEHEHUs
MeTabOoNMU3UPYIOTCS TEMH K€ (PapMaKOKMHETHUECKUMH MYTSIMH, YTO U TIIIOKOKOPTHUKOCTEPOUIbI
JUTSL CHCTEMHOTO IPUMEHEHHS. [ TI0KOKOPTUKOCTEPOUIbI META0OIU3UPYIOTCS, TTIaBHBIM 00pa3zoM,
B [ICUCHU.

OIMMUHALNS

[ MIOKOKOPTUKOCTEPOUABI ISl HapyKHOTO TPUMEHEHHs] BBIBOAATCS MoukaMu. Kpome Toro,
HEKOTOPBIE ITTIOKOKOPTUKOCTEPOUIBI U UX META0OJIUTHI TAKXKE BBIBOIATCS C KETUbIO.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTejbHbIX BelIECTB
I'munepun moHocteapar

Apnauenb 165

3amMeHUTENb BOCKA MYETMHOro 6621
IleTocTeapuiioBblid CIUPT

[TponuneHrnaukoib

XIIOpOKpe30J1

Harpus mutpar

JIMMOHHOM KHCIIOTHI MOHOTHIPAT

Bona ouniennas

6.2. HecoBmecTuMOCTH

He npumenumo.
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6.3. Cpok roaHocTu (CpoOK XpaHeHHs)

2 roxa.

6.4. OcoObie MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH
XpauuTth nipu Temneparype He Boime 30 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHOH YNIAKOBKH

[Io 25r B amoMuHHEBOW TyOe, 3amasHHOM MeMOpaHOW, YKYHNOPEHHOM 3aBHHYMBAIOIIUMCS
HOJUIPONWICHOBBIM KonmadkoM. [lo 1 TyGe ¢ JMCTKOM-BKIAAbINIEM B Iayke KapTOHHOH ¢

KOHTPOJICM IICPBOT'O BCKPLITHA.

6.6. QOcoOble Mepbl NPEIOCTOPOKHOCTH NPHM YHUYTOKEHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WM OTX0A0B, TMOJYYEHHbIX TOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 MpenapaTa ujiu padoThl ¢ HUM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

AO «I'makcoCmutKusita Tpelguury

Anpec: 125167, r. Mocksa, Jlenunrpaackuii np-t, 1. 37A, kopmyc 4, stax 3, nomemenue XV,
KoMHaTa 1

Ten.: +7 495 777-89-00

®dakc: +7 495 777-89-01

7.1. IlpeacraBuTeJb AeprKaTe/si PETHCTPAMOHHOIO YI0CTOBEPEeHHUs

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

AO «I'makcoCmutKusita Tpeiguury

Anpec: 125167, r. Mocksa, Jlenunrpaackuit np-t1, 1. 37A, xopnyc 4, stax 3, nomemenue XV,
KoMHaTa 1

Ten.: +7 495 777-89-00

®dakc: +7 495 777-89-01

’KanoOel Ha KadecTBO JIEKQPCTBEHHOTO TIpernapara HEOOXOAMMO HANpaBIsATh Ha aapec
aneKTpoHHOM ouThl: 0ax81701@gsk.com

CooOIIeHnsT 0 HEXeNaTeNbHBIX PEAKIHsIX HEeOOXOIMMO HAMNpaBlsATh HA aApeC AIICKTPOHHOH
nouThl: ru.safety@gsk.com

Pecriybnuka Kazaxcran

TOO «Registrarius»

Anpec: 1. Anmartsl, boctanabikckuii paiton, ynuia baiizakosa 280, koBopkHHT 1IeHTp Smart Point-
2, opuc 29

Ten.: +7 727 313-12-07, +7 771 888-77-11
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(Nac R4 HOCTE 0007
KamoOpl Ha KauecTBO JIEKApPCTBEHHOTO Tpgmapara r}'{eo&gﬂ/m% 'EMWTJ “Ha’ “afpec

anexktporHoi mouThel: QDNP.Complaints@gsk.com
Coo0mieHns: 0 HEeXeJaTeNbHBIX PEAaKIHUIX HEOOXOMUMO HANpaBIsATh Ha aJpec SJICKTPOHHOU
noutsl: safety kz@smart-pharma.group

Pecny6onmka benapychb

AO «I'makcoCmutKustitn Tpeitgunry, Poccutickas @enepanus

KanobGpl Ha KadecTBO JIEKAPCTBEHHOTO IIpernapara HEOOXOAMMO HANpaBlsATh Ha aJpec
anextporHoi mouThl: QDNP.Complaints@gsk.com

CooOuieHust 0 HeXeNaTelabHBIX PEaKIMsIX HEeOOXOIMMO HAmNpaBisATh Ha aApec AIIEKTPOHHON
nouThl: by.safety(@gsk.com

PecniyOnnka Apmenust

AO «I'makcoCmutKusitn Tpeitaunry, Poccutickas @enepanus

Kanob6pl Ha KadyecTBO JIEKAPCTBEHHOTO IIpernapara HEOOXOAMMO HANpaBlsATh Ha aJpec
anexktporHoi mouTel: QDNP.Complaints@gsk.com

CooOuieHust 0 HeXenarelabHBbIX pPEaKIMsIX HEeOOXOIMMO HAmpaBisATh Ha aApec AIIEKTPOHHOMN
nmoutsl: ru.safety@gsk.com

8.  HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(000791)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIMU (ITOJATBEPKIEHUS PETUCTPAIIUH,
INEPEPETUCTPAIIN)

JaTta mocneHero moATBEPKICHUS perucTpanuu (mepeperucrpanuun): 16 mas 2022

10. JATA IIEPECMOTPA TEKCTA

OO6m1as xapakTepUCTHKA JIEKApCTBEHHOTO TIpenapara JlepMOBEUT gocTymHA Ha HHGOPMAITMOHHOM
noprajie EBpa3suiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH
«uTeprer» https://eec.eaeunion.org.
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